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nature. "It provides the necessary input to the regulatory process, but
it does not make the regulatory decisions. [That] is the responsibility,
under law, of the agencies."

While many people have lauded the recommendations of the working
group, others have found fault. Specifically, the establishment of an
interagency coordinating committee to oversee committees within the
agencies has been viewed as posing the risk of "redundant review and
the interpolation of additional layers of bureaucracy," according to
Irving S. Johnson of Eli Lilly and Company. "We feel that instituting
this two-tiered approach may have a serious impact on and inhibit the
development of biotechnology and its products, and perhaps compro-
mise our competitive position in the international arena."

Johnson and others also question the need for a proliferation of
scientific advisory committees in the regulatory system. In their view,
the RAG is well equipped to continue to provide the exemplary
guidance it has provided in the past. If anything, argues Johnson, the
functions of the RAG should be expanded, making it in essence the
super-RAC proposed by the working group. "I would strongly urge that
the RAG or its equivalent be allowed to continue as a single oversight
group, and that the remainder of the system be adjusted to accommo-
date it," he says.

According to Johnson, the RAG has a number of resources that it
could call on if it were to assume such a role. Several institutes within
NIH could provide technical assistance in areas related to the commer-
cialization of biotechnology. As in the past, the RAG could also enlist
outside consultants and form working groups to deal with topics of
special interest. Finally, the workload of the RAG will not necessarily
increase, because many of the major concerns associated with bio-
technology have already been resolved. "Most of the serious generic
issues have been or are in the process of being addressed by the RAG,"
says Johnson. "After deliberate release of microorganisms and the
concept of gene therapy, I am not sure what the next major issue is
going to be."

The Role of Congress and the Public in Biotechnology

The Cabinet Council Working Group on Biotechnology concluded
that no new legislation was needed to give federal agencies adequate
regulatory authority over the anticipated products of biotechnology.
Many legislators and industry leaders have reached similar conclu-
sions. "I continue to believe that no new legislation is needed at this
time," says Senator Albert Gore, Jr. "The various agencies all seem to